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Rhodococcus equi Bloodstream Infections Potentially Associated with 

Contaminated Calcium Gluconate Products Compounded for Infusion 

Summary  

The Texas Department of Health and Human Services, the Food and Drug Administration, and the 

Centers for Disease Control and Prevention are investigating a cluster of Rhodococcus equi  infections 

potentially associated with contaminated calcium gluconate infusions produced by Specialty 

Compounding, Cedar Park, TX. 

FDA has received reports of 15 adverse events experienced by patients in two hospitals.  The 15 patients 

received an infusion of calcium gluconate 2 grams in Sodium Chloride 0.9% for Injection, which was 

supplied by Specialty Compounding.  The patients then developed bacterial bloodstream infections 

caused by Rhodococcus equi.  These infections are thought to be related to the infusions.  Cultures from 

an intact sample of calcium gluconate compounded by Specialty Compounding showed growth of bacteria 

that are consistent with Rhodococcus species. 

Recall 

Specialty Compounding, LLC has announced a voluntary nationwide recall of all lots of unexpired sterile 

products.  The recall applies to all unexpired sterile compounded products dispensed since May 9, 2013, 

including all strengths and dosage forms. 

Recalled products were distributed directly to hospitals and physician offices in Texas.  Recalled products 

were also sent directly to patients located nationwide with the exception of North Carolina.  Specialty 

Compounding is notifying its customers by telephone, fax, electronic mail, and/or regular mail of this 

recall.  

Guidance for Clinicians 

FDA is alerting health care professionals not to use any sterile products supplied by Specialty 

Compounding, Cedar Park, TX. 

Users or recipients of these products should immediately discontinue use and return the recalled 

unexpired products to Specialty Compounding. 

Reporting of Cases 

Healthcare professionals and patients are encouraged to report adverse events or side effects related to 

the use of these products to the FDA's MedWatch Safety Information and Adverse Event Reporting 
Program: 

 Complete and submit the report Online: www.fda.gov/MedWatch/report.htm2  

 Download form3 or call 1-800-332-1088 to request a reporting form, then complete and return to 

the address on the pre-addressed form, or submit by fax to 1-800-FDA-01 

http://www.fda.gov/MedWatch/report.htm
http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm


 

Resources for additional information:  

1. Specialty Compounding Sterile Products: FDA Alert - Bacterial Infections:  
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/

ucm364595.htm 
2. Specialty Compounding, LLC Issues Nationwide Voluntary Recall of All Lots of Unexpired Sterile 

Products Due to Reports of Adverse Events: http://www.fda.gov/Safety/Recalls/ucm364643.htm 

DHEC contact information for reportable diseases and reporting requirements  

Reporting of unusual clusters of illness is consistent with South Carolina law requiring the reporting of 

diseases and conditions to your state or local public health department (State Law # 44-29-10 and 

Regulation # 61-20).  The DHEC 2013 List of Reportable Conditions is available at 

http://www.scdhec.gov/health/disease/reportables.htm 

Federal HIPAA legislation allows disclosure of protected health information, without consent of the 

individual, to public health authorities to collect and receive such information for the purpose of 

preventing or controlling disease (HIPAA 45 CFR §164.512).  

Regional Public Health Offices – 2013 
 

LOWCOUNTRY 
 

Berkeley, Charleston, 
Dorchester 
4050 Bridge View Drive, 
Suite 600 
N. Charleston, SC 29405 
Phone: (843) 953-0043 
Fax: (843) 953-0051 
Nights / Weekends: 

(843) 441-1091 
 

Beaufort, Colleton, 
Hampton, Jasper 
219 S. Lemacks Street 

Walterboro, SC 29488 
Phone: (843) 549-1516 
Fax: (843) 549-6845 
Nights / Weekends: 

(843) 441-1091 
 

Allendale, Bamberg, 
Calhoun, Orangeburg 
P.O. Box 1126 

1550 Carolina Avenue 

Orangeburg, SC 29116 
Phone: (803) 268-5866 
Fax: (843) 549-6845 
Nights / Weekends: 

(843) 441-1091 

MIDLANDS 
 

Kershaw, Lexington, 
Newberry, Richland 
2000 Hampton Street 
Columbia, SC 29204 
Phone: (803) 576-2749 
Fax: (803) 576-2993 
Nights / Weekends: 

(888) 554-9915 
 

Chester, Fairfield, 
Lancaster, York  
P.O. Box 817 
1833 Pageland Highway 
Lancaster, SC 29720 
Phone: (803) 286-9948 

Fax: (803) 286-5418 

Nights / Weekends: 
(888) 554-9915 

 
Aiken, Barnwell, Edgefield, 
Saluda 

222 Beaufort Street, NE 

Aiken, SC 29801 

Phone: (803) 642-1618 

Fax: (803) 643-8386 
Nights / Weekends: 

(888) 554-9915 

PEE DEE 
 

Chesterfield, Darlington, 
Dillon, Florence, Marlboro, 
Marion 
145 E. Cheves Street 
Florence, SC 29506 
Phone: (843) 661-4830 
Fax: (843) 661-4859 
Nights / Weekends: 

(843) 915-8845 
 

Clarendon, Lee, Sumter 
P.O. Box 1628 
105 North Magnolia Street 
Sumter, SC 29150 
Phone: (803) 773-5511 
Fax: (803) 775-9941 

Nights/Weekends: 

(843) 915-8845 
 

Georgetown, Horry, 
Williamsburg 
1931 Industrial Park Road 

Conway, SC 29526-5482 

Phone: (843) 915-8804 
Fax: (843) 365-0085 
Nights/Weekends: 

(843) 915-8845 

UPSTATE 
 

Anderson, Oconee 
220 McGee Road 
Anderson, SC 29625 
Phone: (864) 260-5801 
Fax: (864) 260-5623 
Nights / Weekends: 

(866) 298-4442 
 

Abbeville, Greenwood, 
Laurens, McCormick 
1736 S. Main Street 

Greenwood, SC 29646 
Phone: (864) 227-5947 
Fax: (864) 942-3690 
Nights / Weekends: 

(866) 298-4442 
 

Cherokee, Greenville, 
Pickens, Spartanburg, 
Union 
P.O. Box 2507 

200 University Ridge 
Greenville, SC 29602- 

2507 
Phone: (864) 372-3133 
Fax: (864) 282-4373 
Nights / Weekends: 

(866) 298-4442 

 

DHEC Bureau of Disease Control, Division of Acute Disease Epidemiology 

1751 Calhoun Street 

Columbia SC 29201 

Phone: (803) 898-0861 

Fax: (803) 898-0897 

Nights/Weekends: 1-888-847-0902 

 
Categories of Health Alert messages: 

Health Alert Conveys the highest level of importance; warrants immediate action or attention. 

Health Advisory Provides important information for a specific incident or situation; may not require immediate action. 

Health Update Provides updated information regarding an incident or situation; unlikely to require immediate action. 

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm364595.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm364595.htm
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